03/07/2804 22:56 



6108725150 



LOVERCHECK 



PAGE 13 



REMARKS 



Reconsideration of the Final Rejection i J respectfully requested. 
Claims 49, 55, 57, 58, 62, 63, 70, 85 an- 88-90 have been withdrawn frofn 
consideration as being drawn to non-elected s| ecies. Reconsideration of the 
withdrawal from consideration of these claims i \ respectfully requested. Each of Claims 
49. 55, 57, 58, 62, 63, 70, 85 and 88-90 depen s on a linking claim, which is geieric 
thereto. If a linking claim is allowed, the Exami ier must examine species linked thereto, 
[MPEP 809.04]. Accordingly, where the ExarT»)er's reconsideration of the linking 
claims finds them to be patentable, withdrawal |f the non-elected species shoulijl be 
considered. 

However, the Examiner is hereby authorfced to cancel Claims 49, 55, 57, 58, 62, 
63, 70, 85 and 88-90 if needed for allowance ollhe above captioned patent app ication. 

Claims 56, 75 and 84 have been rejecte| under 35 USC 1 12 as being indefinite. 
Claims 56, 75 and 84 have been canceled. 

Beneficially, Applicants invention provid 
discomfort with relief for the discomfort and indiations for supplementing nutriti4n 
enables them to self-regulate their consumptioiiof nutritional supplements while 
relieving their discomfort. Applicants invention laves consumers the additional t:J0St, 
time and storage space needed for purchase ai 

intended discomfort relievers and intended nutrlional supplements of the prior 

LONG FELT NEED SATISFIED COMMW^CiALLY 

There has been a long felt need for Appl|:anrs invention, which provides 
reliever indicating both discomfort relief and su 
product sold by Bayer (pain reliever and nutriti^ 

satisfies this long felt need for a pain reliever inJicating to women both discomfojt 
and supplementing nutrition. It was Bayer's ne>lest product for women in May 2002 
(EXHIBIT B, Bayer Consumer Care and Tony 



consumers who have a specified 



ait 



a pain 

lementing nutrition. A new corrimercial 
al supplement packaging: EXHIBIT A), 

relief 



lines Race for Women's Health 



Hampshire, page 1 first paragraph). It is the on^ aspirin product especially for women 
(EXHIBIT C. New American Heart Association women's Prevention Guideline Support 
Aspirings Benefits, page 3, first paragraph). This new product has the benefits of 



This 



n New 
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label, 

pplied 

ot 



do not 

s 



Applicant's invention. It enables women to self- 'egulate their consumption of nu :ritional 
supplements while relieving their discomfort. Ilsaves them the additional cost, l ime and 
storage space needed for purchase and use oithe separately enclosed intended 
discomfort relievers and intended nutritional siApiements of the prior art. 
NUTRITIONAL SUPPLEMENT PRODUCT LAW DOES NOT APPLY TO DRUGS 

The Examiner states that the law mandaes that nutritional supplement pit)ducts 
include recommended daily value of vitamin inlhe food product on the package I 
(Advisory Action, paragraph 5 continuation), apt, drug products based on the e [ 
pain reliever references, which do not mention pod or supplementing diet, are rc 
covered by dietary supplement labeling law [21 CFR 101.36] that mandates thai 
nutritional supplement products include recomrl lended daily value of vitamin in f:)od 
products on the package labels. The applied dli comfort reliever prior art referen: 
include antioxidant vitamins as active ingredier s of the pain reliever drug. They 
disclose any intention to supplement nutrition, loietary supplements are produc: 
intended to supplement the diet that contain a wamin. mineral, or herb, Dietary 
Supplement Health and Education Act of 1994 lection 3 (a)(ff) (1) Nutritional 
Supplements Association page 3, (EXHIBIT El So, dietary supplement labeling law 
[21 CFR 101.36] would not apply to products bj sed on the applied discomfort reliever 
prior art references, because there is no discloi ure in them of food or any intention to 
supplement the diet. 

Thus, food product labeling law does no apply to labeling antioxidant vitamins in 
dnjg products. Labeling requirements for drugs 
separate from labeling requirements for nutritioi 

dietary supplements under a different set of regiilations than those covering drug 
products (prescription and over-the-counter), F0A Center for Food Safety and A3plied 
Nutrition, page 1, first paragraph (EXHIBIT F). Irhe applied prior art discomfort reliever 
references disclose antioxidant vitamins as actiie ingredients so, they should be listed 
as active ingredients of the pain reliever in its pmduct labeling (21 CFR 201.66: 
EXHIBIT H). Neither the labeling requirement Jfor active ingredients for over-th5- 
counter (OTC) dmgs, 21 CFR sections 201.60 f) 201.66. nor the labeling requirements 



21 CFR 320,1 (b) (EXHIBIT G) 3re 
I supplements, FDA regulates 
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for prescription drugs mention percent daily val, b. nutrition, or dietary supplemejits. 21 
CFR 201.57. 

The applied discomfort reliever prior art i Terences disclose pain relief. Sb 
labeling for the pain relievers of the applied dis^ omfort reliever prior art references may 
be required to Include pain relief as a principal rtended action and/or a use indication 
for the drug (21 CFR 201 .66 (c)(3) and (4): EXJ IBIT H). There is no disclosure 
supplementing nutrition or percent daily value i the applied discomfort reliever 
references. So. it would not be obvious for labtng indications for the drug to in 
supplementing nutrition or percent daily value. Is they are neither mandated by 
labeling law or. mentioned or intended in the aiplied discomfort reliever prior aH 



of 

jbrior art 
elude 
dmg 



There is no disclosure in Krause of any 
are defined by their Intended use. US Food ani Drug Administration. Center for 
Safety and Applied Nutrition, July 2. 2002, pag 1 1, third paragraph EXHIBIT D. 
drug labeling law does not apply to food produi ts based on Krause, since there 
disclosure in Krause of any dmg or any intentk n to relieve pain 

IT IS NOT OBVIOUS TO PUT INFORMATION ON A LABEL REGARDIh|G 
UNINTENDED USES OF THE PRODUCT 

The Examiner states that just because 



rug or intention to relieve pain. 



iin reliever products, which are 



nutritional products, do not include nutrition infirmation, does not obviate putting the 
information on the label. (Advisory Action. parJgraph 5 continuation, at "Seconc ly"). 
But, putting nutrition information on a pain reliJver label is not obvious, because 
nutrition is an undisclosed and unintended usJof the applied prior art pain reliever. It is 
not obvious to put information regarding undisilosed and unintended uses of the 
product on its label. Prior art pain reliever proluds are not nutritional products 
because they do not disclose any intention to iupplement diet. So it would not 
obvious to include nutrition information on the! labels. 

Putting nutrition information on a pain rfliever label is not obvious, because the 
applied pain reliever prbr art teaches away fr 
pain reliever prior art teaches away from supf 



be 



supplementing nutrition. The applied 
jmenting nutrition, and thereby leaches 



Drugs 
Food 
So, 
is no 



not 



away from putting information on supplementiig nutrition on the label. Yeh et al teach 
that an antioxidant other than a vitamin (A. C Ir E) may be used (column 2, lintis 48-52). 
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prior art 



Thus, Yeh et al do not teach that vitamin C (or mything else) is intended to sup >lement 
nutrition. So. Yeh et al teach away from suppk menting nutrition by teaching the it the 
iack of anything that could function as a nutritic lal supplement is suitable for its 
purposes. Portions of a reference teaching a\Ai ly from the claimed invention mi st be 
considered, Bausch & Lomb Inc v Bames-Hinc Hydrocurve. Inc . 796 F2d 443; ^30 
USPQ 416 (CAFC 1986), Accordingly, no indi ation of supplementing nutrition 
be provided in labeling for antioxidant and/or s nergistic vitamin C as part of a p ain 
reliever Thus, disclosure of antioxidant as an ictive ingredient of a pharmaceutical 
essentially teaches away from supplementing m trition and the invention. So, the 
teaches away from the invention, which suppop a conclusion of nonobvlousness, Dow 
Chemical Gov US . 18 USPQ2d 1657, 1662 (U ; Claims Ct, 1990). 

Putting nutrition information on a pain ri iever label is not obvious becau se it is 
not disclosed by the applied discomfort relieve prior art. Applicant's invention provides 
indications indicating a nutritional supplement Dr supplementing nutrition; a pendent of a 
daily value for the nutritional supplement in th€ unit dose and/or instructions for 
consuming the unit dose for supplementing nul rition. These features are not disclosed 
by the applied discomfort reliever prior art. Inc eating supplementing nutrition f(ir a unit 
dose of discomfort reliever is a new and additi^ nal feature, which is not disclosed in the 
applied art. All of the limitations of a claim mui t be considered meaningful, Per dn - 
Elmer Corp. The rejection does not meaningfi ly consider all of the limitations of the 
claims. Accordingly, the claims are not unpate itable over SS Pharmaceutical | sunoda, 
Yeh et al and Krause. 

INTENDED PURPOSE, NOT FUNCTION, DE 
SUPPLEMENT PRODUCTS AND DISCOMP 



INES BOTH NUTRITIONAL 
T RELIEVER PRODUCTS 
The Examiner states that the claimed cimposition functions the same rebardless 



of what is printed on the package and/or such unction being taught by the prior art 



3ut, what is printed on the packsjge is 
e, and not by undisclosed and 



(Advisory Action, paragraph 5 continuation), 
determined by what the product is intended to 

unintended functions of its composition. The A)plied prior art pain reliever references 
do not disclose supplementing nutrition. So, amy supplementing of nutrition is g n 
undisclosed and unintended function of antioxllant vitamins of the applied prior art pain 
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reliever references. Thus, undisclosed and urintended functions of antioxidani 
vitamins are not obvious to indicate on pain reli iver product labels. 

Intended purpose defines both nutritionfi supplement products and disco nfort 
reliever products, and in so doing defines what s required to be printed on the 
packaging. Both nutritional supplement prodi cts and discomfort reliever products are 
defined by their intended purpose, which then < :)ntrols what is required to be printed on 
the packaging. Drugs are defined by their inte ided use EXHIBIT D. A dietary 
supplement is a product intended to supplemot t the diet that contains a vitamin 
mineral, or herb, (EXHIBIT E). I 

A dietary supplement function is not tauiht by the applied discomfort reliover 
prior art. While the applied discomfort reliever prior art references, include antic xidant 
vitamins, they are not intended to supplement lutrition. There is no disclosure in the 
applied discomfort reliever prior art references >f any intention to supplement the diet. 
So, any supplementing of nutrition is an undisc osed and unintended function o1 
products based on the applied prior art pain refever references. Thus, it would ij^ot be 
obvious to indicate supplementing nutrition in 
based on the applied prior art pain reliever ref#ences 

The Examiner states that there is no da b of superior results (Advisory Attion, 
paragraph 5 continuation). Use of Applicant's nvention results in superior savings in 
containers and storage space, superior convei lence, and supenor ability to sell regulate 
nutritional supplements while alleviating a discomfort. Intended discomfort relievers and 
intended nutritional supplements of the prior aft are separate unit doses in sepa rate 
containers. They require twice as many contaliers, and much more storage space than 
discomfort reliever products indicating both inllnded discomfort relief and intended 
supplementing of nutrition in accordance with wie Invention. 

There has been a long felt need for a p|in reliever indicating both intended 
discomfort relief and intended supplementing if nutrition. Applicant's invention 
a superior result by satisfying the long felt neei for a pain reliever indicating bo 



beling or packaging products which are 



provides 

;h 



intended discomfort relief and intended supplAienting of nutrition, particularly lor 



women (EXHIBIT C). Benefits of Applicant's ilvention, which are not provided 



applied prior art include: a unit dose of discorrlort reliever in an enclosure having 
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ptior 



I discomf :>rt 



indications indicating a percent daily value for |utrftional supplement in a unrt 
discomfort reliever 

A practical significance of Applicant's invlntion, compared to the applied 
that the user has discomfort relief and an additiJial indicatbn; a percent daily 
the nutritional supplement in each unit dose. With this indication the user has 
to self regulate consumption of nutritional suppliments while alleviating a 
is a superior result. Also, use of Applicant's invAition results in superior 
superior savings in storage space and cost. Tie statute does not require a 
invention to be superior Demaco Cono v F Von i Uangsdorff Licensing Ltd,. 7 
1222 (Fed, Cir 1988). Applicant's claimed im ention results in superior savings 
storage space and cost, superior convenience and adds an ability to self regula 
nutritional supplements while alleviating a disco nfort. Accordingly, the rejection 
claims as being unpatentable over SS Pharmd :eutical, Tsunoda, Yeh et dl and 
is improper. Patentability is shown beyond the requirements of the statute, 
FOOD LABELING REQUIREMENTS ARE NcJ MANDATORY FOR DRUG 
PRODUCTS 

The Examiner states that for a unit dos 
indicating the percent daily value is within the 



dose of 



ior art, is 
e for 
ability 
. This 
convenience and 
patentable 
USRQ2d 
in 
;e 

:)f the 
Krause 
Defhaco . 



fences do not mention food or 
dietary supplement labeling law 



form of ibuprofen and vitamin C 
rdinary skill of the art based on 
mandatory food labeling (Krause), pages 4 an| 5 of the Final Rejection. Howe 
reliever drug products based on the applied n 
supplementing diet, so they are not covered b 

101 .36] that nnandates that nutritional supplenfent products include recommended 
value of vitamin in food products on the packa&e labels. The applied discomfor: 
prior art references Include antioxidant vitamiA as active ingredients of the pai t 
drug. They do not disclose any intention to siAplement nutrition. Dietary su 
are products intended to supplement the dietAat contain a vitamin, mineral, or 
(EXHIBIT E). So, dietary supplement labelinj law [21 CFR 101 .36] would not 
products based on the applied discomfort reliJ/er prior art references, because 
no disclosure in them of food or any intention 1> supplement the diet- 
Thus, food product labeling law does n|t apply to labeling antioxidant vi 
drug products. Labeling requirements fordruJs are separate from labeling 



(Ten pain 



[21 CFR 
daily 
reliever 
reliever 
Pf^lements 
herb. 
9pply to 
there is 

vitlamins in 
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requirements for nutritional supplements, FDfc regulates dietary supplements under a 
different set of regulations than those coverlng|lrug prcxiucts (prescription and over-the- 
counter). FDA Center for Food Safety and Appled Nutrition, page 1, first paragraph 
(EXHIBIT F). The applied prior art discomfortleliever references disclose anticixidant 
vitamins as active Ingredients so, they should I p listed as active ingredients of the pain 
reliever in its product labeling (21 CFR 201 .66! EXHIBIT H). Neither the labeling 
requirements for active ingredients for over-th^ -counter (OTC) drugs. 21 CFR sections 
201 .60 to 201 .66, nor the labeling requirement i for prescriptbn drugs mention [)ercent 
daily value, nutrition, or dietary supplements, Jl CFR 201 .57. 

The applied discomfort reliever prior artreferences do not disclose food or any 
intention to supplement nutrition. Thus, dietarl supplement labeling law 21 CFR 101.36 
and Krause are not applicable to labeling predicts based on the applied discomfort 
reliever prior art references. While the appliecidiscomfort reliever prior art references 
include an antioxidant, (which may or may notfce vitamin) they do not disclose of any 
intention to supplement nutrition. SS Phanma<fcutical, Tsunoda, and Yeh et al disclose 
drug medications, and do not disclose food or Iny intention to supplement diet. Since 
there is no disclosure in the applied discomforlreliever prior art references of any 



intention to supplement the diet, dietary suppK 
Krause are not applicable to products based 
references. Dietary supplement labeling laws I 



lent labeling law 21 CFR 101.35 and 
the applied discomfort reliever 3rior art 
!1 CFR 101-36] do not mention 



So, food labeling requirements are not mandafcry for drug products. Thus, one 



I indicate the percent daily value 
jrofen and antioxidant vitamin C 



drugs, 
of 
Ifor 
as 



ordinary skill would not be lead or mandated 
antioxidant vitamin C in a unit dose fomn of ibi 
active pain reliever ingredients. 

Dietary supplement labeling law 21 CFP : 101.36 and Krause are not appficable to 
products based on the applied discomfort relie far prior art references. Dietary 
supplement labeling laws [21 CFR 101.36] ar€|i 
supplement labeling laws [21 CFR 101.36] wc 



not for drugs (EXHIBIT F.1). Dietary 
Id not apply to products based c^n the 



applied discomfort reliever prior art references! since there is no disclosure in Uiem of 
any intention to supplement the diet. Accordirfcly. it would not be obvious from the 
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applied discomfort reliever prior art references o one of ordinary skill to indicate 
percent daily value for a unit dose form of ibup 



INDICATION FOR INTENDED USE IS I lANDATED BY 21 CFR 201,57 



ifen and antioxidant vitamin C, 



Be 



The Examiner states that indication for 
pages 4 and 5 of the Final Rejection. Howevei 
does not mention percent daily value, nutrition Jor 
prior art discomfort reliever references disclos 
ingredients, so they may be listed as active im 
labeling (21 CFR 201 .66: EXHIBIT H). Neithe 
ingredients for over-the-counter (OTC) drugs, ; 
the labeling requirements for prescription drug 
dietary supplements. 21 CFR 201.57. 

Labeling requirements for drugs are 
nutritional supplements FDA regulates 
regulations than those covering drug products 
Center for Food Safety and Applied Nutrition, 



is mandated by 21 CFR 201. 
drug labeling law [21 CFR 201 

dietary supplements. The apf)lied 
antioxidant vitamins as active 
^dients of the pain reliever in its 
the labeling requirements for active 
1 CFR sections 201 .60 to 201 
mention percent daily value, nu 



sejf arati 



dieta y 



:e from labeling requirements 
supplements under a different 
prescription and over-the 
age 1, first paragraph (EXHIBIT 



ft r 



ic iti< 



The applied discomfort reliever prior art 
no indication is mandated by 21 CFR 201.57 
SS Pharmaceutical, Tsunoda and Yeh et al di 
menstruation and/or periodontal). So, the indr 
may be for pain relief (cold, menstmation and/c 
products based on the applied discomfort 
reliever prior art does not disclose supplementtig 
CFR 201.57 for this undisclosed and unrntendi d 



The applied prior art pain reliever 
and/or synergistic vitamins as part of a 
and/or periodontal). So. the applied prior art 
compositions which are intended to function 
disclosure of any intention to supplement the 



refere ices 



!>7, 



57] 



product 



.63 



joes not disclose supplementing 
this undisclosed and unintend€ d 
?lose compositions for pain rellel 
ions mandated by 21 CFR 201 
periodontal) as an intended use 
reliefer prior art- Since the applied d 
diet, no indication is mandate|d 
use. 



disclose including antioxidant 
pharm^eutical medication (cold, menstruation 
reliever references disclose 
toirelieve pain, and do not have anly 
. Thus, it would not be obvious 



c et. 



the 



, nor 
rition, or 



for 
set of 
counter), FDA 

F). 



diet, so 

use 
(cold. 
57(c) 
of dnjg 
scomfort 
by 21 



to 
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indicate supplementing nutrition in tabeling pa| reliever products which are ba^ed on 
the applied prior art pain reliever references. 



The applied prior art teaches away 
teaches away from putting information on 
al teach that an antioxidant other than a vitami 
lines 48-52). Thus, Yeh et al do not teach 
to supplement nutrition. So. Yeh et al teach 
teaching that the lack of anything that could 
suitable for its purposes. Portions of a referen|e 
invention must be considered, Bausch & Lomb 



frorr supplementing nutrition, and thereby 
supifementing nutrition on the label. Yeh et 

(A. C or E) may be used (colunin 2, 
tha|vitamin C (or anything else) is irtended 
a^y from supplementing nutrition by 
fuifction as a nutritional supplemeni is 
teaching away from the claimed 
nc v Barnes-Hind/Hvdrocurve, \\\c . 796 



F2d 443; 230 USPQ 416 (CAFC 1986). Accorfngly, 
nutrition would be provided in labeling for antio] idant 
Thus, disclosure of antioxidant as an active ing edient 
teaches away from supplementing nutrition and 
away from the invention, which supports a con<iusion 
Chemical CovUS .18 USPQ2d 1657, 1662 (U 



There is no disclosure in Krause of any c rug or intention to relieve pain. 



. no indication of supplemeipting 
and/or synergistic vitamin 
of a pharmaceutical essejitially 
invention. So. the prior art te4ches 
of nonobviousness, Dow 
Claims Ct. 1990). 



Dnjgs 



So, drug labeling law does not 4PPly to 

or 



dnig 



36] that mandates indications in 



cpvered 
dietary 



are defined by their intended use, EXHIBIT D. 

food products based on Krause, since there is rfo disclosure in Krause of any 
any intention to relieve pain 

The Examiner states that the law mandafes the inclusion of indications, (riages 5. 
6, 7 and 8 of the Final Rejection). But, drug pn ducts based on the applied pain 
reliever references, do not mention food or supi lementing diet, so they are not 
by dietary supplement labeling law [21 CFR 10' 
supplement products on the package labels. 

The applied discomfort reliever prior art Aferences include antioxidant vitdimins 
as active ingredients of the pain reliever drug, fiey do not disclose any intentiof i 
supplement nutrition. Dietary supplements arefcroducts intended to supplemen 
diet that contain a vitamin, mineral, or herb, (EXHIBIT E). So, dietary supplement 
labeling law [21 CFR 101.36] would not apply tcf)roducts based on the applied 
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:>f food 



Sep; irate 



products 



Nutrition, 



(OTC) 
riptii 
57, 



prejicription 



201 



discomfort reliever prior art references, becaufe there is no disclosure in them 
or any intention to supplement the diet. 

Thus, dietary supplement product labelftg law does not apply to labeling 
antioxidant vitamins in drug products. LabelinJ requirements for drugs are 
from labeling requirements for nutritional supptments. FDA regulates dietary 
supplements under a different set of regulatiorj than those covering drug 
(prescription and over-the-counter), FDA Centlrfor Food Safety and Applied 
page 1, first paragraph (EXHIBIT F). The appled prior art discomfort reliever 
references disclose antioxidant vitamins as aclLe ingredients, so they may be Iteted as 
active ingredients of the pain reliever in its proJuct labeling (21 CFR 201.66: EXHIBIT 
H). Neither the labeling requirements for activ i ingredients for over-the-counter 
drugs, 21 CFR sections 201 .60 to 201 ,66, nor ie labeling requirements for 
dnjgs mention percent daily value, nutrition, or iietary supplements, 21 CFR 

The Examiner states that the ultimate i inction of the instant compositic^n 
relies on the active ingredients: ibuprofen anB vitamin C (page 8 of the 
Rejection). However, the applied discomfort pliever prior art references do 
disclose supplementing nutrition. Thus, any ploperty or function as a nutritional 
supplement by antioxidant vitamin C is unintJided. Intended purpose defines 
both nutritional supplement products and discAnfort reliever products, and in 
doing defines what is required to be printed on Ihe packaging. Intended purpose 
defines both nutritional supplement products fcnd discomfort reliever pnDductj 
and in so doing defines what is required to be printed on the packaging 
nutritional supplement products and discomfoJ reliever products are defined 
their intended purpose, which then controls wmit is required to be printed on 
packaging. Drugs are defined by their Inteiped use, EXHIBIT D. A dietaify 
supplement is a product intended to supplemelt the diet that contains a vitamin 
mineral, or herb, (EXHIBIT E). Since any nutrition supplementing function 
antioxidant vitamin C in unintended, it woflld not be obvious to indlcalle 
antioxidant vitamin C as supplementing nutltion in labeling a pain reliever 
product based on the applied prior art discomfoft reliever references. 



Final 



n:)t 



Boih 



fcy 

thie 



of 
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Antioxidant vitamin C is an active ingrei ient, which is disclosed to functian 



as part of a discomfort reliever, in the appli9< 
see Yeh et al column 2. lines 31-37. There 



nutrition in the applied discomfort reliever prioi art. So, it would not be obvious 



as 



prior art. It reduces oxidation 
s no disclosure of supplementrhg 



( supplement in product labeli ig 



indicate antioxidant vitamin C as a nutrition 
based on the applied discomfort reliever prior t rt 

The Examiner states that the identical cfemical composition cannot havti 
mutually exclusive properties, and vitamin C fi 

regardless of whether the prior art teaches so, Ipages 9 and 1 0 of the Final 
However^ the applied discomfort reliever prior mt references do not disclose 
supplementing nutrition. Thus, any property oilfvjnction as a nutritional 
antioxidant vitamin C is unintended. Intended lurpose defines both nutritional 
supplement products and discomfort reliever pfcducts. and in so doing defines ^hat is 
required to be printed on the packaging. BotI nutritional supplement products and 
discomfort reliever products are defined by thel intended purpose, which then cpntrols 



Rejection). 



supplen ent by 



what is required to be printed on the packaging 



diet that 



use, EXHIBIT D, A dietary supplement is a pre Juct intended to supplement the 
contains a vitamin, mineral, or herb, (EXHIBIT E). Since any nutrition supplemienting 
function of antioxidant vitamin C is undisclosed and unintended, it would not be obvious 
to indicate antioxidant vitamin C as supplemen ng nutrition in labeling a pain rel ever 
product based on the applied prior art discomfc t reliever references. 

Also, a product, which is not disclosed o 
not a dietary supplement under the Dietary Su ^plement Health and Education 



A dietary supplement is a product intended to 

vitamin, mineral, or herb, (EXHIBIT E). Supple Renting nutrition is not disclosec 
it is not intended in the applied discomjprt reliever prior art referenpes 
Consequently, in labeling for products based 

include indications of any undisclosed and uniriended supplementing of nutritio|n 
the applied discomfort reliever prior art referenc &s 

Applicant does not claim a chemical cor position, but a method of indication 
for supplementing nutrition. Applicant's invei tion provides indications indicating 
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Dmgs are defined by their intended 



intended to supplement nutritioi, is 

Act. 

supplement the diet that contaii|»s a 

. so 



to 
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intended nutrition supplementing of the ulrt dose of a discomfort relif^ving 



and 
art. 

ingredient for pain relief, and not 
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not be obvious to indicate 



composition. Antioxidant vitamin C is an acti|B ingredient for discomfort relief 
is not disclosed for any other purpose in the|applied discomfort reliever prio 
Thus, since antioxidant vitamin C is an activ 
intended for supplementing nutrition, it woi 
supplementing nutrition. | 

The Examiner states that it is unclear h< «v the disclosure in Yeh et ai of 
antioxidant vitamin C as part of a pain reliever issentrally teaches away from Ih^ 
invention, (page 9 of the Final Rejection). Ye^ et al teach that an antioxidant 
other than a vitamin (A, C or E) may be used (< ^lurnn 2, lines 48-52). Thus, 
Yeh et al do not teach that vitamin C (or anythi g else) is provided to supplemef|)t 
nutrition. So, Yeh et al teach away from the in mention by teaching that the lack 
of anything that could function as a nutritional Jjpp'ernent is suitable for its 
purposes. Accordingly, no indication of supple lenting nutrition would be 
provided for antioxidant and/or synergistic vitar in C as part of a pain reliever 

The Examiner states that a reconstructic t is proper if it takes into accounjt 
only knowledge, which was within the ordinary ikill at the time of the invention, 
and does not include knowledge gleaned from Applicant's disclosure, (page 7 oi 
the Final Rejection). However, the reconstruct&n is insufficient as it omits 
features of the invention, when it takes into acclunt only knowledge, which was 
within the ordinary skill at the time of the inventfcn. More specifically, nowhere 



t for 



in any of the prior art references is there any s 
discomfort reliever with indications indicating si 

The Examiner states that the indicationsfere not functionally related to th^t 
composition, and that printed material does notfcatentably distinguish over the p|rior art, 
(pages 8-9 of the Final Rejection). Applicant's ^vention indicates the intended 
supplementing function of nutritional suppleme 
Indications indicate the Intended functions of s 

supplement and relieving discomfort by a discojhfort reliever in Applicant's invenltion. 
Intended purpose defines both nutritional supplement products and discomfort reliever 
products, and in so doing defines what is requi«d to be printed on the packaging | 



23 



Jgestion to provide a unit dose o|f 
Dpiementing nutrition. 



lutrrtion 

in a unit dose of discomfort reliever, 
plementing nutrition by a nutritional 
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Both nutritional supplement products and disco nfort reliever products are defindd by 
their intended purpose, which then controls wh^ I is required to be printed on the 
packaging. Drugs are defined by their intenda use. US Food and Drug Administration, 
Center for Food Safety and Applied Nutrition, J 
EXHIBIT D. A dietary supplement is a product 

contains a vitamin, mineral, or herb (Dietary Su iplement Health and Education Act of 
1994 section 3 (a)(ff) (1) Nutritional Supplemeil b Association page 3, (EXHIBIT 
Furthermore, any supplementing of nutrition is n unintended function of antioxidant 
vitamins of the applied prior art pain reliever rellrences. Unintended functions 



[|y 2, 2002, page 1, third paragraph 
itended to supplement the diet tpat 



antioxidant vitamins are not obvious to indicate 



Indications indicate the intended functiorl & of supplementing nutrition by s 



nutritional supplement and relieving discomfort 



E). 
an 
of 



>n a pain reliever product label. 



y a discomfort reliever in Applicant's 



invention. The applied prior art pain reliever references disclose compositions \Ahich 



are intended to ftjnction to relieve pain. They < 



intention to supplement the diet The intended jnction disclosed for antioxidant vitamin 



not have any disclosure of any 



nenstaiation and/or periodontal) 



31-37). 



;h are based on the applied prio 



art 



C is as an active ingredient for pain relief (cold, 

Supplementing nutrition is not disclosed in SS l^armaceutical (lines 2-3 of the 
abstract), Tsunoda (lines 1-3 of the abstract) or YeU et al (column 2, lines 5 and 
The applied prior art pain reliever references difclose including antioxidant and/({>r 
synergistic vitamins as part of a pharmaceutica 
periodontal). So, the applied prior art pain relie|er references disclose composil 
which are intended to function to relieve pain, a id do not have any disclosure of 
intention to supplement the diet. Thus, It woulcyiot be obvious to indicate 
supplementing nutrition in labeling products wh 
pain reliever references 

Any indication of supplementing nutritiorfiwould be for an unintended 
function in labeling products based on the applwd prior art pain reliever 
references. The applied discomfort reliever prim art references, include 
antioxidant vitamins. The antioxidant vitamins are only disclosed as being activ^^ 
ingredients of the discomfort reliever The antnxidant vitamins are not disclosep 
as being intended to supplement nutrition. The|e is no disclosure in the applied 
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supplementing diet. Tlius, any 
r an unintended function in 
ain reliever references, 
patentable subject matter 



discomfort reliever prior art references of food 
indication of supplementing nutrition would be 
labeling products based on the applied prior a 
The fact that printed matter by itself is n 
because non-statutory, is no reason for ignorin J it when the claim is directed to ^ 
combination. Application of Miller 164 USPQ 4ffl(CCPA 1969). Applicant's 
claimed method combines indications indicating supplementing nutrition with a 
unit dose of discomfort reliever in an enclosure| Thus, the claim recitation of 
indications indicating supplementing nutrition o 

discomfort reliever in an enclosure may not be ftnored, Application of Miller 
Additionally, the Court stated that one gi\fes printed matter patentable 
weight if it is functionally related to the substrat^ and the court found that printe<[l 
matter (numbers) did bear a presumptively ne^ 
to the substrate. In re Gulack 703 F2d 1381 , 2 
Applicant's invention provides indications indh 
supplementing function of the unit dose of disc 
prior art does not disclose this function. So. im 



nd unobvious functional relation 
USPQ 401 (CAFC. 1983). 
ing the intended nutrition 
fort relieving composition. Th€i 
ations indicating supplementing 



nutrition should be given patentable weight as dley are indication of a 
nonobvious intended function of the unit dose d the discomfort reliever in the 
enclosure, which provides superior results. 

Any supplementing of nutrition is uninterfled in the applied pain reliever 
prior art. Furthermore, Applicant's invention edi 
supplementing function of the unit dose of d\so 
nonobvious features form a basis for patentabil 



cates the user of the nutrition 
fort reliever. These 
n re Gulack. The court has 



cautioned against liberal use of printed matter rijections, In re Lowry 32 F3d 
1579, 32 USPQ 2d 1031 (CAFC, 1994). As plrt of its burden to establish a 
prima facie case of obviousness, the burden of Establishing the absence of a 
novel, nonobvious functional relationship rests with the PTO. The PTO must 
establish this within the context of the entire clajrns, In re Lowry . The Examiner 
has not established the absence of a novel, noJbbvious functional relationship 
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between indications indicating intended supple 
dose of nutritional supplement and discomfort 
The Examiner states that one cannot si 
references individually where the rejection 
references. In re Keller > 642 F.2d 413, 425, 2i 
and In re Merck & Co. 231 USPQ 375. 380 (' 
Rejection), While the test for obviousness is 
the references would have suggested to thosi 
Keller. The combination of references is impi 
combining the teachings of the references.J 
U.SP.Q. 1 (CAFC, 1983). 

LACK OF ANY TEACHING FOR THE COMBI 
Claims 26-30, 33-35, 37-46, 48, 50-54, 
91-94 have been rejected under 35 USC 103 
Pharmaceutical, Tsunoda, Yeh et al in view of 
invention provides a unit dose of discomfort rel| 
indications indicating supplementing nutrition, 
have indications indicating a nutritional supple 
percent of a daily value for a nutritional supple 
consuming the unit dose for supplementing nu^ 
references requires a teaching in the reference! 
thereof, In re Sernaker 702 F2d 989, 217 U.S.P, 
based on fortidden hindsight, In re Rouffet 47 
SS Pharmaceutical, and Tsunoda, and Yeh et 
medication (cold, menstruation and/or periodon 
The Examiner states that Krause disclo: 
However, pharmaceutical medication (cold, mei 
disclosed by Krause. Neither food, food produ 
supplementing nutrition is disclosed by SS Ph 
al- There Is no teaching in SS Pharmaceutical 
suggest the combination thereof to provide the 



enting of nutrition and a unit 
liever In an enclosure, 
w nonobviousness by attacking 
based on a combination ol 
USPQ 871 881 (CCPA 1981 
FC, 1986) (page 6 of the Final 
hat the combined teachings ol 
of ordinary skill in the art^ In re 



[per because it lacks a basis for 
re Sernaker 702 F2d 989, 217 



mON OF REFERENCES 

59-61, 64-69,71-84, 86-87 anfl 
being unpatentable over SS 
Tause. Beneficially, Applicant's 
jver in an enclosure having 
■or example, the enclosure may 
|ent for supplementing nutrition, 
lent and/or instructions for 
Ition. A proper combination of 
^o suggest the combination 

1 (CAFC, 1983), and cannot b^ 
;PQ2d 1453. 1458 (CAFC, 1998 
disclose pharmaceutical 

!S food product labeling, 
[struation and/or periodontal) is n^t 
labeling, nutrition nor 
laceutical, Tsunoda. or Yeh et 
Tsunoda, Yeh et al or Krause to 
jethod claimed by Applicant. This 
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ferences cited in the rejection is 
^den hindsight, In re Rouffet . 
i\, Tsunoda, Yeh et al and 

1INDSIGHT RECONSTRUCTldN 

lere in any reference is there aiiy 

m 



lack of a showing of motivation for combining 
clear error, In re Sernaker, and is based on foi 
Accordingly, the combination of SS Pharmaoeu 
Krause is clearly improper. 
THE COMBINATION OF REFERENCES IS 
OF APPELLANT'S INVENTION 

A problem with the rejection is that no- 
suggestion to provide a unit dose of discoiifort reliever (with or without 
antioxidant and synergistic part of the dislomfort reliever) with indicatiofis 
indicating supplementing nutrition. Beneficiallm Applicant's invention provides 
unit dose of discomfort reliever in an encld iure having indications indicatiihg 
supplementing nutrition. For example. th6 enclosure may have indications 
indicating a nutritional supplement for suppk nnenting nutrition; a percent of a 
daily value for a nutritional supplement in th| unit dose and/or instructions flor 
consuming the unit dose for supplementing nulition. To say that this would haVe 
been obvious is to resort to impennlssibte hirpsight, In re Marshall 198 USF|Q 
344 at 346-347 (CCPA, 1978). 

Cold medication in SS Pharmaceuftal, menstruation medication in 
Tsunoda, periodontal medication in Yeh et m and food labeling in Krause al^e 
Isolated disclosures. One cannot use hinJsight reconstruction to pick and 
choose among isolated disclosures in the plor art to depreciate the claim^ 
invention, In re Fine . 837 F2d 1071, 1075, I USPQ 2d 1598. 1600 (Fed. dir 
1988), The Examiner has picked and chosenlamong isolated disclosures in Xpe 
prior art for medication, and isolated disclosurfc in the prior art for food labelirig 
It is legal error to use the inventor's patent spicification teaching of both a novel 
and nonobvious invention as though it werelprior art in order to make clairtis 
appear to be obvious In re Pleuddemann . 90lt2d 823, 828, 15 USPQ 2d 1738 
1742 (Fed. Cir 1990). In constructing the reaction the Examiner combines 3S 
Pharmaceutical, Tsunoda, Yeh et al and Kriuse without any teaching in the 
references for the combination thereof '■i© Examiner has made legally 
erroneous use of the inventor's patent specifiAtion teaching of both a novel ai>d 
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nonobvious invention as though it were prior \ rt in order to make claims appear 
to be obvious In re Pleuddemann . So, the c ^mbination of SS Pharmaceuticpl. 
Tsunoda, Yeh et al and Krause of the rejectior|is legal error. 
SUPERIOR RESULTS 

Applicant's invention indicates intend^ supplementing of nutrition in 
discomfort reliever, which results in superior a avings in storage space and cost. 



superior convenience and adds the ability to 



\\f regulate nutritional supplements 



while alleviating a discomfort. There has be< n a long felt need for Applicant's 
invention, which provides a pain reliever inc eating both discomfort relief aid 
supplementing nutrition. Applicant's invention l&nables users to self-regulate th^ir 
consumption of nutritional supplements while lelieving their discomfort. It sav^s 
them the additional cost, time and storage spale needed for purchase and use of 
the separately enclosed intended discomfort|relievers and intended nutritiorjal 
supplements of the prior art. 

Benefits of Applicant's invention, whici are not provided by the applifed 
prior art include: a unit dose of discomforw reliever in an enclosure havi ig 
indications indicating a percent daily value ffr nutritional supplement in a u 
dose of discomfort reliever. A practical si 
compared to the applied prior art, is that the 
additional indication: a percent daily value for 
unit dose. With this indication the user has th< 



lit 

nificance of Applicant's inventic n. 
user has discomfort relief and m 
he nutritional supplement in ea;h 
ability to self regulate consumption 
of nutritional supplements while alleviating a dicomfort. This is a superior result 
Also, since the invention requires only half as mpny unit doses in only half as maiy 
containers as the prior art. use of ApplicAt's invention results in super or 
convenience and superior savings in storage Ipace and cost. The statute doss 
not require a patentable invention to be |uperior pemaco Corp v F Vpn 



Lanqsdorff Licensing Ltd, 7 USPQ2d 1222 (Fid. Cir 1988). Thus, Applicanlt's 
claimed invention provides superior results. | Accordingly, the rejection of tie 
claims as being unpatentable over SS Phamrfeceutical, Tsunoda, Yeh et al a id 
Krause is innproper. Patentability is shownj beyond the requirennents of tpe 
statute, Pemaco . 
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The Examiner states that the indications 
expected because the law requires them (pag© 
supplement labeling law provides for indication! 
vitamin C is not mentioned (or intended) to supi 
discomfort reliever references. Dietary supple' 
supplement the diet that contain a vitamin, min^ 
discomfort reliever prior art references include 
of the pain reliever drug. They do not disclose 
nutrition. Thus, products based on the applied 
not include intended dietary supplements. So, 
not apply to these products, because there is 
intention to supplement the diet. Thus, the mai 
do not apply to package labels for products bai 
reliever references. 

The applied prior art discomfort reliever | 
as active ingredients, so they may be listed asl 
its product labeling (21 CFR 201.66: EXHIBIT 
active ingredients for over-the-counter (OTC) i 
nor the labeling requirements for prescription 
nutrition, or dietary supplements. 21 CFR 201 , 

SS Pharmaceutical. Tsunoda, and Yeh 
not disclose food or any intention to supplem 
based on the disclosures of ibuprofen and an 
discomfort reliever prior art references. Whil 
references Include an antioxidant, (which ma 
disclose of any intention to supplement nutriti 
applied discomfort reliever prior art reference 
dietary supplement labeling law (Krause) is n 
applied discomfort reliever prior art reference 



ore 



antioxidant 



art 



lat provide the superior results 
ofthe Final Rejection). While [lietary 
lof dietary supplements, 
pement diet in the applied prior i 
5nts are products Intended to 
^^al, or herb. (EXHIBIT E). The applied 
itioxidant vitamins as active ingredients 
)od, or any intention to supplem ant 
rior art discomfort reliever references do 
lletary supplement labeling law yvould 
disclosure in them of food or aihy 
Jates of dietary supplement labi sling law 
3d on the applied prior art disco^nfort 



in 
for 

201.66, 



iferences disclose antioxidant Vitamins 
ctive ingredients of the pain relilever 
I). Neither the labeling requirerhents 
igs, 21 CFR sections 201 .60 ta 
igs mention percent daily value 

^t al disclose drug medications, i^nd do 
t diet. Only dmg products wou d be 
xidant vitamin C in the applied 
the applied discomfort reliever pjrior art 
r may not be vitamin) they do not 
. Since there is no disclosure ii^ the 
f any Intention to supplement the diet, 
applicable to products based on the 
Thus, the indications that support the 
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would not 



superior results are not expected because theyire not required by law. So, it 
be obvious to one of ordinary skill to include sum Indications. 

The applied discomfort reliever prior art Joes not disclose supplementing 
no indication is mandated by 21 CFR 201.57 folthis undisclosed and unintended use 



diet, so 



(cold, 
57(0) 
of drug 



SS Pharmaceutical, Tsunoda and Yeh et al dislose compositions for pain relief 
menstruation and/or periodontal). So, the indicJlions mandated by 21 CFR 201 . 
may be for pain relief (cold, menstruation and/olperiodontal) as an intended use 
products based on the applied discomfort relie4r prior art. Since the applied di icomfort 
reliever prior art does not disclose supplement|g diet, no indication is mandated by 21 
CFR 201 .57 for this undisclosed and unintende 

indicate supplementing nutrition in labeling pai| reliever products which are basjed on 
the applied prior art pain reliever references. 



The applied prior art teaches away from supplementing nutrition, and thereby 



teaches away from putting information on supp ementing nutrition on the label 



(A, C or E) may be used (column 2. 



al teach that an antioxidant other than a vltami 
lines 48-52). Thus. Yeh et al do not teach tha vitamin C (or anything else) is intended 
to supplement nutrition. So. Yeh et al teach aJay from supplementing nutrition 
teaching that the lack of anything that could lulction as a nutritional supplemen: 
suitable for its purposes. Portions of a referenle teaching away from the claimod 
invention must be considered, Bausch & Lomlllnc v Barnes-Hind/Hvdrocurve^ 



F2d 443; 230 USPQ 416 (CAFC 1986). AccoAingly. no indication of supplementing 
nutrition would be provided in labeling for antiAidant and/or synergistic vitamin 
Thus, disclosure of antioxidant as an active inAedient of a pharmaceutical esscmtially 
teaches away from supplementing nutrition ancMthe invention. So, the prior art teaches 
away from the invention, which supports a corjlusion of nonobviousness, Dow 
Chemical CovUS .18 USPQ2d 1657, 1662 (U > Claims Ct, 1990) 

There is no disclosure in Krause of any Jrug or intention to relieve pain, 
are defined by their Intended use, EXHIBIT D. 
food products based on Krause, since there is no disclosure in Krause of any drug or 
any intention to relieve pain. 



Yeh et 



by 

is 



QC, 796 



Drugs 
apply to 
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applicable to 



Dietary 



on 



the 
im of 



Dietary supplement labeling law 21 CFRjl01.36 and Krause are not ; 
products based on the applied disconnfort relieJtr prior art references. Dietary 
supplement labeling laws [21 CFR 101 .36] are lot for drugs (EXHIBIT F.I), 
supplement labeling laws [21 CFR 101.36] woJd not apply to products based 
applied discomfort reliever prior art references, fcince there is no disclosure in th- 
any intention to supplement the diet. Thus, thelidications that support the supeior 
results are not expected because they are not i squired by law. Accordingly, it would 
not be obvious to one of ordinary skill to indica s supplementing nutrition or a pe rcent 
daily value for a unit dose fomn of ibuprofen an antioxidant vitamin C from the Applied 
discomfort reliever prior art references. 
THE APPLIED REFERENCES TEACH AWAY 

The Examiner states that it is unclear 
antioxidant and/or synergistic vitamin C as art of a pain reliever essentia 
teaches away from the invention, (page 9 d the Final Rejection). Yeh et 
teach that an antioxidant other than a vitaminlA, C or E) may be used (colunjin 
2, lines 48-52). Thus, Yeh et al do not teach lhat vitamin C (or anything else) 
intended to supplement nutrition. So, Yeh et J teach away from the invention 
teaching that the lack of anything that could f*iction as a nutritional suppleme|nt 
is suitable for its purposes. Portions of a Aference teaching away from 
claimed invention must be considered, ahusch & Lomb Inc v Barnes- 
Hind/Hvdrocurve. Inc . 796 F2d 443; 230 USFll 416 (CAFC 1986). According 
no indication of supplementing nutrition would|E>e provided for antioxidant andijor 



-ROM THE INVENTION 

ow the disclosure in Yeh et al 



synergistic vitamin C as part of a pain relieverJThus, disclosure of antioxidant bs 
an active ingredient of a pharmaceutical e tsentially teaches away from tie 
invention. So, the prior art teaches away fro n the invention, which supports 
conclusion of nonobviousness. Dow Chemicajco v US .18 USPQ2d 1657, 
(US Claims Ct, 1990). 



Furthermore, in general a reference wi 



line of development flowing from the refers ice's disclosure is unlikely to 



productive of the result sought by the Applicant 
2d 1130. 1132 (CAFC, 1994). The applied prio 



31 



teach away if it suggests that tie 



In re GuHey 27 F3d 551 ; 31 USF>Q 



art references teach away, as their 



Df 

ly 

al 



IS 



>y 



16 52 
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disclosures of antioxidants are unlil<ely to ba prAuctive of the result of Indication 5 
indicating supplementing nutrition sought by Alpiicanfs clainned invention. \JUll 
Gurlev. Accorcllngly, claims 26-30. 33-35. 37-4 i, 48. 50-54, 56. 59-61, 64-69.71 
84, 86-87 and 91-94 are not prima facie obviou tness over the combination of Si 5 
Phamiaceutlcal. Tsunoda. Yeh et a! and Krausi 

jHE APPLIED REFERENCES DO NOT DISC -OSE THE FEATURES OF THp 
CLAIMED INVENTION OR ANY BENEFIT FR< M THE USE THEREOF 

The court has held that the absence f om the applied references of 
explicit requirement of the claims makes the n ection improper, In re Evaneqa 



USPQ 2nd 1249 (CAFC. 1987). All of the dlims explicitly require a method Df 
providing a unit dose of a discomfort reliever l» an enclosure having indications 
indicating supplementing nutrition. Beneficial'. Applicanfs invention provide 
for example, indications indicating a percerl of a daily value for nutritional 
supplement In the unit dose and/or instructio* for consuming the unit dose lor 
supplementing nutrition. The applied prior artfcoes not disclose a unit dose o1 a 
discomfort; reliever in an enclosure having inlications indicating supplementing 
nutrition. 

The applied medication prior art does lot disclose or teach Including aiy 
amount of antioxidant and/or synergistic vitanlns beyond that, which is part o a 
pharmaceutical medication (cold, menstmatioriand/or periodontal). Nor does t ie 
applied medication prior art disclose or tea* any amount of any artioxidjint 
and/or synergistic vitamin for nutrition. Additlnally. the applied medlcaUon pr or 
art does not disclose a discomfort reliever | an enclosure having indications 
indicating supplementing nutrition. The apfled medication prior art does not 
disclose indications indicating a daily value fcr supplementing nutrition for any 
amount of the antioxidant and/or the synergist portion of the phamiaceutical. In 
the applied medication prior art. phamnaceiAcal antioxidant and/or synergis tic 
vitamins are not disclosed as being provldeJto supplement nutrition. Nor are 
they disclosed as providing a daily value for Jnutritional supplement. So, one 



ordinary skill in the pharmaceutical art woulclnot indicate an antioxidant and/or 
synergistic vitamin as being provided for slpplementing nutrition. Thus, 
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applied prior art references do not disclose or t ach a method of enclosing a unit 

e having Indications indicating 

of 



or 



istract), Tsunoda (lines 1-3 of ttie 
and 31-37) disclose includlrg 



dose of a discomfort reliever in an enclos 

supplementing nutrition, as claimed by Appellalt. These explicit requirements 
the claims are not disclosed by SS Pharme jeutical. Tsunoda, Yeh et al 
Krause. SS Phannaceutical (lines 2-3 of the 
abstract) and Yeh et al (column 2, lines 
antioxidant and/or synergistic vitamins as pai of a phamiaceutical medicatic n 
(cold, menstnjation and/or periodontal). Krau e does not disclose a discomfcrt 
reliever. The absence from all of the app ed references of these expli(Mt 
requirements of the claims makes the rejectii n eroneous and improper. In 
Evaneqa , Accordingly, the claims are not un atentable under 35 USC 103 ov 
SS Pharmaceutical in view of Tsunoda, Yeh et M and Krause. 

Additionally, the applied prior art doeJ not provide the benefits of 
invention. Beneficially, the invention providei the user with an indication of 
percent of a daily value for nutritional suppk Tient in the unit dose. With 
indication the user has the ability to self r gulate consumption of 
supplements \Arfitle alleviating a discomfort. 

ALL THE LIMITATIONS OF A CLAIM MUST Bp CONSIDERED MEANINGFUL 
All of the limitations of a claim must bi considered meaningful. Perkin 



e 
sr 

the 
>i a 
ttis 



nutritior al 



Elmer Corp. v Westinahouse Elec. Corp . 3 JsPQ2d 1321, 1324-25 (Fed 
1987). Applicant's claims require a metl od of providing a unit dose 



discomfort reliever in an enclosure having ii 
nutrition. Beneficially, Applicant's invention 
indicating a nutritional supplement for suppi 
daily value for the nutritional supplement in t 
consuming the unit dose for supplementing 
disclosed by the applied discomfort reliever 
nutrition for a unit dose of discomfort reliev 
which is not disclosed in the applied art. All 
Qoneidered meaningful, Perkin — Elmer 



ications indicating supplementi 
provides, for example, indicatiohs 
menting nutrition; a percent o1 a 
unit dose and/or instructions for 
nutrition. These features are rliot 
ior art. Indicating supplementing 
is a new and additional feature 
the limitations of a claim must be 



^orp. The rejection does not 



dir. 
of 
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PAGE 



energy value, see Krause page 
re in Krause of food, protein, fat. 



meaningfully consider all of the limitations of th i claims. Accordingly, the claim|s 
are not unpatentable over SS Pharmaceutical 1 (unoda. Yeh et a! and Krause 

Krause discloses labeling for food (see ►age 277, last paragraph). Foo|d 
contains protein, fat, carbohydrate, and has ai 
279, right column, first paragraph. The discloa 

or carbohydrate, and energy value is not a bals for relieving a discomfort, as 
required by Applicant's claims. The appliel medication prior art does not 
disclose food, protein, fat, carbohydrate, or enlrgy values. So, there is no basis 
for combining it with Krause. The appliel medication prior art discloses 
pharmaceuticals having antioxidant and/or sjhergistic vitamins, as part of the 
pharmaceuticals. Any optimization of the* antioxidant and/or synergistic 
vitamins, as part of the pharmaceuticals disclo4d by the applied medication prior 
art, would be for their antioxidant and/ r synergistic functions in the 
pharmaceuticals. By contrast, Applicant's Invention provides, for exampl|e, 
indications indicating a nutritional supplem 



percent of a daily value for the nutritional si )plement in the unit dose and/or 

r supplementing nutrition. The 



it for supplementing nutrition; 



a 



y consider all of the limitations 



of 



instructions for consuming the unit dose f( 
rejection is improper as it does not meaningfu 

the claims. Perkin - Elmer . Accordingly, the rJection of claims 26-30, 33-35, 37 
46, 48, 50-54, 56, 59-61. 64-69.71-84, 86-87 ihd 91-94 as unpatentable over JiS 
Pharmaceutical, Tsunoda, Yeh et al and KrauA is erroneous 

The applied medication prior art discloAs phaonaceuticals. which include 
antioxidant and/or synergistic vitamins, as sel Yeh et al, column 2. lines 5 and 
31-37. These antioxidant and/or synergistic litamin(s) are disclosed as part 
the pharmaceutical. Disclosure of an antioxidlnt and/or a synergistic vitamin as 
part of a pharmaceutical is not a basis for inlcating a nutritional supplement is 
being provided to supplement nutrition. The Ejection is improper as it does rot 
meaningfully consider all of the limitations! of the claims. Peri<in - Elnn?r. 



Accordingly, the rejection of claims 26-30, 3i-35, 37-46, 48, 50-54, 56, 59-M, 
64-69,71-84, 86-87 and 91-94 as unp3te|itable over SS Pharmaceutical, 
Tsunoda, Yeh et al and Krause is erroneous. 
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of periodontal disease with a 



TOPICAL TREATMENTS 

Yeh et al discloses topical treatmen 
synergistic anti-inflammatory and antioxidant, as see column 1. lines 6-7 and 
column 2, lines 1-12. Yeh et al does not diclose supplementing nutrition or 
indicating a daily value for a nutritional suplement. Oral dosage fomi oral y 
consumable material is not disclosed by Yeh I al. Accordingly, the claims afe 
not unpatentable over SS Pharmaceutical, Tsuloda, Yeh et al and Krause. 

The claims are believed to be allow4>le- Such action is respectfujiy 
requested. 

Respectfully submitted. 



DALE R. LOVERCHECK April 1 , 2004 
Patent Attorney Reg. No. 28638 
Telephone number: (610) 872-5150 
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